###### Strengths and limitations of this study

-   This evidence gap map (EGM) protocol follows the strong methodological approaches of theInternational Initiative for Impact Evaluation (3ie) EGM.

-   This EGM will guide policy makers in implementing better strategies in primary healthcare (PHC).

-   Only systematic reviews and impact evaluations are included in this EGM.

-   As the articles written in languages other than the English are not included, it is likely to miss few relevant articles written in those languages.

-   This EGM will explore the available interventions and outcomes in PHC governance, but the measurement and assessment of the impact of different interventions will not be assessed; for this reason, certain important issues such as measurement of equity effects will be unexplored.

Introduction {#s1}
============

The concept of primary healthcare (PHC) is a fundamental component of health service delivery which underwent tremendous evolution to identify its preliminary role. Starting from the broader definition during the Alma Ata Declaration to the latest targets of sustainable development goals, PHC is the foundation for effective health service delivery and majority of healthcare needs.[@R1] Despite notable progress in the last three or four decades,[@R2] there are still gaps in PHC delivery in many low-income and middle-income countries (LMICs)[@R3] due to epidemiological transition,[@R1] emergence of outbreaks[@R7] or war, and sometimes lack of governance.[@R4]

The term governance more specifically reflects the role and responsibility of political, social and economic actors and administrative authority,[@R8] which is more crucial in health systems due to engagement of multiple stakeholders. In LMICs, governance has always received less attention in comparison with other building blocks of health systems,[@R10] and is sometimes limited to the role of the government or authority despite the potential contribution of other actors, such as local health workers, the community and the local health market.[@R11] It is evident that community engagement and social mobilisation for health service delivery result in better health outcomes in terms of quality, accountability and uptake.[@R12] Even in case of systems failure, the need for PHC services is satisfied by individuals and communities in LMICs.[@R13]

A number of frameworks have been developed focusing on non-governmental actors of health systems.[@R14] In resource-poor settings with poor PHC regulation, models such as the common pool resource framework are applicable.[@R15] Through extensive review and research, these thoughts conceived the development of a multilevel framework that explains the complex interaction at different domains of governance, focusing on operational, collective and constitutional governance.[@R16] Depending on who and how the supply and demand of PHC services in a community are influenced, this multilevel framework incorporates individuals and providers within the local health service delivery (operational governance), collective actions by communities or representatives within the broader health systems (collective governance), and finally the decisions and actions of influential actors at different levels of government and non-governmental stakeholders, such as national and international non-governmental organisations (NGOs), donor groups, and global health organisations (constitutional governance).[@R16] This framework incorporates all these different levels of health systems actors and offers a people-centred lens on PHC governance, making it more viable for use in terms of understanding the potential impact of PHC service delivery and how each level of action impacts the other in PHC governance. This framework also considers the fact that a health systems actor may belong to different categories of governance depending on the actions they perform and the decisions they influence. The Primary Health Care Performance Initiative (PHCPI) framework is derived from the vigorous review of existing health systems frameworks, and the core of the framework comprised service delivery. To assess PHC system activities and identify gaps, the PHCPI framework sets some vital key indicators. The following are the queries on governance: reflected importance of PHC in policies and active engagement of stakeholders.[@R1]

Most of the available evidence, including systematic reviews, on PHC governance is from high-income countries,[@R18] and in many cases systematic reviews ended with studies from high-income countries only.[@R19] Literature review revealed a systematic review examining strategic areas, especially PHC for women and workforce development in Sub-Saharan Africa.[@R21] Another systematic review focused on the structures and healthcare delivery patterns of the three models of PHC providers in China.[@R22] The supervision-related interventions got minimal positive effects on some of the outcomes as per a systematic review.[@R23] Moreover, accountability mechanisms were highlighted as important governance tools, although existing evidence showed that the interactions between two forms of accountability (external and bureaucratic accountability) have been occasionally emphasised.[@R14] Contracting out the delivery of PHC services is often promoted to use the resources of the private sector, for filling supply-side gaps in the public system, and for making PHC services more accountable and transparent.[@R24] The first experience with this approach to service delivery occurred in the Organisation for Economic Co-operation and Development countries in the 1980s, and since the 1990s the approach has been increasingly adopted by LMIC governments.[@R25] The formation of social compacts and the process of community mobilisation around the revitalisation of PHC were given importance in an Eastern Cape regional PHC programme.[@R26] An impact evaluation of a government franchise programme in Vietnam reflected the significant association between franchise membership and community perception and satisfaction in PHC service delivery.[@R27] The area covered by the term governance is broad and not well defined. Different interventions have been applied to improve governance at different levels, but still there is broad evidence gap with regard to the appropriate interventions in different contexts and their relevant outcomes. Exploring these gaps can be the basis for future research field and may identify potential areas where specific interventions are needed and appropriate.

Objective {#s1a}
---------

In line with achieving universal health coverage, one of the key issues that need much research and work is PHC governance. This evidence gap map (EGM) is an attempt to identify evidence gaps in PHC policy and governance in LMICs to accelerate improvement.

Methods {#s2}
=======

EGM is the mapping out of existing systematic reviews and primary studies in a specific field. It also provides a visual presentation of existing evidence using a framework of interventions and outcomes. This EGM protocol has been developed addressing the International Initiative for Impact Evaluation (3ie) EGM guidelines and recommendations.[@R28] This will be reported according to the guidelines of the Reporting standards for Systematic Evidence Syntheses (ROSES).[@R29] A systematic search of the literature will be conducted based on a comprehensive search strategy which has been developed from the objectives and proposed conceptual framework ([figure 1](#F1){ref-type="fig"}).

![Adapted conceptual framework for primary healthcare (PHC) policy and governance.](bmjopen-2018-024316f01){#F1}

Overview of the scope of the PHC EGM {#s2a}
------------------------------------

The conceptual framework for improving PHC governance has been adapted in the context of policy and governance through an extensive literature review and stakeholder consultation with leading experts, including government high officials and policy makers who are working in the field of PHC. 'Governance' is the main focus of this framework. The framework encompasses a complete pathway from existing health systems to impact on PHC. The framework emphasises the interactions between providers, communities, patients and the quality of services. The adapted framework demonstrates people-centred and community-centred care, and supply and demand functions. It also describes a combined approach of service delivery through effective management of workforce and interactive collaboration and partnership among relevant sectors and organisations. This framework focuses on key components that provide direction in achieving outcomes based on which the ultimate impact will be achieved.

The successful interaction of systems and inputs contributes to PHC outputs, outcomes and impact. As a result of the mentioned input, the focus goes to the management of facility which has influence on accessibility, availability and quality of care. Notably, these domains focus on service coverage and on accountability and social responsibility of both providers and consumers. The final domain, 'Impact', is influenced by all preceding domains. This domain is focused on mortality and morbidity, as well as the major impact of people-centred care such as compliance, equity, efficiency and resilient health systems.

This EGM is an overview of impact evaluations and systematic reviews corresponding to the policy and governance in PHC to identify the gaps of existing evidence in LMICs.

Here, the substantive scope of EGM study is described under key components: PHC, interventions and outcomes. To keep the scope expedient, some key categories were outlined to develop a comprehensive search strategy for inclusion of relevant literature.

The team developed a draft framework consisting of interventions and outcomes related to PHC which was based on the conceptual framework. The framework was finalised by consulting with an expert group which was composed of government high officials working on PHC and health system researchers. This expert consultation was held at the inception stage to define the scope of mapping in January 2018.

Eligibility criteria {#s2b}
--------------------

A prespecified set of criteria will be applied for the selection process of available studies. Population, intervention, outcome and types of evidence are described below.

Participants {#s2c}
------------

Although the general inclusion criteria allowed only studies performed in LMICs as per the definition of the World Bank,[@R30] systematic reviews which may have reviewed studies in high-income countries were included if these reviews also contained studies performed in LMICs. If a review only considered literature on interventions implemented in high-income countries, it was excluded.

Interventions {#s2d}
-------------

This EGM will cover programmes and interventions implemented by governments, NGOs, international organisations or donor agencies to manage PHC policies and governance.

The adopted conceptual framework was the basis for prolepsis and categorising the intervention that might influence the status of PHC policy and governance. As the overall scope was very broad---covering all relevant dimensions of policy and governance in PHC---it was feasible to include all possible interventions by categorising them. [Table 1](#T1){ref-type="table"} presents the interventions which were most commonly covered by the programmes implemented by the governments independently or in support of NGOs or development partners.

###### 

Categories of interventions and outcomes

  Intervention categories       Outcome categories                                                                                                                               
  ----------------------------- ------------------------ ----------------- ----------------------------- ------------------------------------ ---------------------------------- -----------------------
  Primary healthcare policy     Workforce management     Facility          Public--private partnership   Healthcare management                Service coverage                   Accountability
  Health system model           Information              Drug and supply   Community engagement          Health facility management           Health status and health outcome   Social responsibility
  Intersectoral collaboration   Education and training   External aid      Social accountability         Access to and availability of care   Resilience to health systems       Transparency
  Referral                      Contracting out          Equity            Efficiency                                                                                            

Outcomes {#s2e}
--------

According to our conceptual framework, the outcomes are organised by the study objective. The possible outcomes are underlying some broader categories such as facility management, quality of care and compliance. [Table 1](#T1){ref-type="table"} describes the detailed outcome of the EGM.

Study design {#s2f}
------------

The EGM will include both impact evaluations and systematic reviews of effects on PHC policy and governance. Impact evaluations consist of randomised controlled trial, controlled before and after study, and cross-sectional studies with an intervention and comparison group using methods to control for selection bias and confounding

Exclusion criteria {#s2g}
------------------

Studies conducted in countries other than LMICs will be considered for exclusion. Observational studies with no control, efficacy trials such as surveys, and non-systematic literature reviews will be sorted for exclusion. Ongoing trials and reviews, trial or review protocols will be excluded. Letters to the editor, editorial comments and conference papers will also be excluded. We will exclude the articles that have been published before January 1980 or written in language apart from English.

Information sources {#s2h}
-------------------

Following electronic bibliographic databases, impact evaluation databases, systematic review databases, bilateral agencies, and databases of the United Nations and international NGOs will be searched systematically using a comprehensive search strategy. The bibliographic databases are MEDLINE through PubMed, Web of Science, CINAHL (Cumulative Index of Nursing and Allied Health Literature), Popline, Scopus, and Informit Humanities and Social Sciences. Impact evaluation databases include the 3ie Impact Evaluation Repository, World Bank: Development Impact Evaluation Initiative, Asian Development Bank: Independent Evaluation, World Bank: Independent Evaluation Group, US Agency for International Development (USAID): Development Experience Clearinghouse, African Development Bank: Evaluation Reports, and Department for International Development (DFID): Evaluation Reports. Systematic review databases are Cochrane Database of Systematic Reviews, Joanna Briggs systematic reviews, Evidence for Policy and Practice Information and co-ordinating Centre (EPPI) systematic reviews database, Campbell Collaboration database, 3ie database of systematic reviews and PHC evidence. Bilateral aid agencies such as Department of Foreign Affairs and Trade (DFAT) - formerly AusAID, DFID, USAID, Japan International Cooperation Agency (JICA), Swedish International Development Cooperation Agency (SIDA), The Danish International Development Agency (DANIDA), Norwegian Agency for Development Cooperation (NORAD), Canadian International Development Agency (CIDA) and German Corporation for International Cooperation (GIZ), and the United Nations database such as WHO, UNDP, UNFPA, and Unicef international NGOs/additional references from advisory groups will be searched. The search strategy will be developed considering relevant terms which will describe the population, intervention and outcome. In addition to the electronic databases, hand-searching for grey literature and selective snowballing will be conducted.

Stakeholder engagement {#s2i}
----------------------

A preliminary exploration of the published policy and governance-related peer-reviewed literature in terms of PHC will be performed. A draft framework consisting of interventions and outcomes based on PHC in existing literature will be developed. Those intervention and outcome categories will be finalised by consultation with relevant stakeholders and expert group. The stakeholder group will be composed of government high officials working with PHC and health system researchers.

Search strategy {#s2j}
---------------

A comprehensive search strategy will be developed for MEDLINE. For other bibliographic databases, key search terms will be sorted and database-specific filters will be applied, where available. The key search terms for population, intervention, comparison and outcome are shown in [table 2](#T2){ref-type="table"}. Comprehensiveness of the search strategy will be assessed by cross-checking with benchmark articles.

###### 

Key terms describing the population, intervention and outcome

  -------------------------------------------------------------------------------------------------------
  Population (P)          Intervention (I)           Outcome (O)                 Filter
  ----------------------- -------------------------- --------------------------- ------------------------
  LMICs.\                 "Health systems model".\   Policy.\                    "Primary Healthcare".\
  "Developing country".   "Governance model".\       Governance.\                PHC.
                          "Workforce management".\   Accountability.\            
                          "Community engagement".\   "Social responsibility".\   
                          "Public private".          Compliance.                 

  -------------------------------------------------------------------------------------------------------

LMICs, low-income and middle-income countries; PHC, primary healthcare.

Only English-language literature published between January 1980 and December 2017 will be searched. The comprehensive search strategy for searching PubMed is provided in [table 3](#T3){ref-type="table"}.

###### 

Search strategy: PubMed format

  --- ----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
  1   LMIC's
  2   (Models AND "health system") OR (Models AND governance) OR "workforce management" OR (workforce AND management) OR Assessment OR "priority setting" OR strategy OR (Community AND engagement) OR "Community engagement" OR (external AND aid) OR "health literacy" OR (public AND private) OR "public private"
  3   "Policy" (Mesh) OR Governance OR "Social Responsibility" (Mesh) OR (Social AND responsibility) OR purchas\* OR corruption OR coordination OR compliance
  4   Primary healthcare(MeSH Terms) OR "primary Healthcare" (Text Word) OR PHC(Text Word)
  5   **\#1 AND \#2 AND \#3 AND \#4**
  6   Restrict \#5 to year=1980 and 2017
  7   Restrict \#6 to English language
  --- ----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------

Search strategy for low-income and middle-income countries (LMICs) is provided as online [supplementary file](#SP1){ref-type="supplementary-material"}.
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Study records {#s2k}
-------------

### Data management {#s2k1}

After a comprehensive search of articles, the EndNote software will be used to organise and manage the retrieved articles. Articles retrieved from different electronic bibliographic databases will be compiled and organised in an EndNote library. Reviewers will check for any duplication and remove the duplicate articles. Articles retrieved from bilateral agencies and United Nations agencies will be maintained using an Excel sheet.

### Screening process {#s2k2}

Screening of the retrieved articles will be conducted in two phases. Two independent reviewers will screen the articles considering the title and the abstract of the articles to include based on the inclusion criteria. Predefined coding for inclusion and exclusion criteria will be used. An Excel database will be maintained to keep record of search screening. In the second phase of screening, articles initially included will be assessed considering their full text to finalise the inclusion process. Two reviewers will independently perform this stage as well, and any disagreement in the process will be discussed with a third reviewer and resolved. Record keeping will be maintained for reasons of exclusion. A summary of the process, including the numbers of excluded and included articles, will be presented using the ROSES flow diagram.[@R29]

### Data extraction {#s2k3}

A standardised form will be used to extract data, where information will be gathered on publication year, geographical location of the studies, population of the study, research design, details of the intervention on PHC governance and measurements of outcome. Information on the assessment of the quality of the included systematic reviews will also be extracted. Throughout the process, two reviewers will extract data independently. A third reviewer will randomly check the data extraction process and resolve any dispute between the primary reviewers.

### Quality assessment {#s2k4}

The quality of the included systematic reviews will be assessed using a standardised tool for critical appraisal used by the 3ie EGM group. Systematic reviews will be provided an overall rating of high-grade, medium-grade or low-grade evidence in terms of the confidence with which their findings can be assured. The checklist[@R28] is adapted by 3ie from the checklist developed by the SURE (Supporting the Use of Research Evidence) collaboration. The quality of the included systematic reviews will be assessed by two independent people, and a third reviewer will check and finalise the assessment. Included impact evaluations will not be considered for quality assessment.

### Strategy for data synthesis {#s2k5}

A descriptive synthesis of the interventions and outcomes of the systematic reviews and impact evaluations will be narrated. Year-wise distribution of the impact evaluations and systematic reviews will be demonstrated. Geographical distribution of the included articles will be presented using a geographical information system map. Frequency distribution of the interventions focusing on PHC policy and governance will be shown graphically. Outcomes of the interventions will be explored and demonstrated. Identified interventions and outcomes will be plotted in a dynamic platform to develop a visual gap map. Studies can be plotted in multiple places in the EGM if they considered several outcomes or interventions. It will be possible for users to understand the grade of evidence by visual inspection due to the use of colour codes that mention the quality of evidence.

Patient and public involvement {#s3}
==============================

This is a protocol for EGM, and there is no direct involvement of patients in the whole process of EGM development. This EGM has been developed for the overall betterment of PHC and to explore basis for future research.

Publication plan {#s4}
================

Details of the findings and the dynamic EGM will be published in a separate manuscript.

Timeline {#s5}
========

Review start date: 1 January 2018.

Review finish date: 30 September 2018.

Reporting date: 15 January 2019.

Supplementary Material
======================
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